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DETAILED ACTION 

Currently, Claims 1-8 are pending. 

Claim Objections 

The following claims are objected to because of the following informalities: 
typographical error in Claim 5 for "o"s, Claims 7 and 8 for "benign". Appropriate 
correction is required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 7 and 8 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

Undue experimentation would be required to practice the invention as claimed 
due to the quantity of experimentation necessary; limited amount of guidance and 
limited number of working examples in the specification; nature of the invention; state of 
the prior art; relative skill level of those in the art; predictability or unpredictability in the 
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art; and the breadth of the claims. In re Wands, 8 USPQ2d 1400, 1404 (Fed. Cir. 
1988). 

Applicant's claims are broadly drawn to a composition that is able to prevent 
prostate cancer. In order to be enabled for prevention of a condition, applicant must 
demonstrate that the invention is able to prevent the condition each and every instance 
of that condition. Applicant's specification does not set forth any evidence that the 
claimed product is able to prevent prostate cancer for all potential causes of prostate 
cancer. In addition, the art teaches that prostate cancer prevention is not accepted as 
possible because many risk factors such as age, race and family history cannot be 
controlled (see 

http://www.cancer.org/docroot/CRI/contentCRI 2 4 2X Can prostate cancer be prev 
ented 36.asp ). Because applicant's specification does not show prevention of prostate 
cancer and the art acknowledges that prevention is not currently possible, a person of 
ordinary skill in the art would be forced to experiment unduly in order to determine if 
applicant's invention actually functions as claimed. Therefore, the claims are not 
considered enabled for the prevention of prostate cancer. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 1-6, 8 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. The term "compositions" is unclear as to whether 
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the ingredients are combined because the plural form of composition implies that 
several combinations of the ingredients are present. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1 and 7 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Chopra (US6300377 B1). 

Applicant's claim is drawn to a composition comprising of silymarin, lycopene, 
lauric acid or ester or extract of Serenoa repens or zinc or selenium. 

Chopra teaches lauric acid, (column 3, lines 51-53), esters (column 6, lines 50- 
51, 62-62, 65), zinc, selenium (column 6, line 54), milk thistle extract (column 6, line 57), 
lycopene (column 6, line 63). Milk thistle extract is known in the arts to encompass 
silymarin, a mixture of flavonoligans. Thus Milk thistle extract inherently has silymarin. 

Claim 1, 7, and 8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Nutricia (EP 1314438 A1). 

Applicant's claim is drawn to a composition comprising of silymarin, lycopene, 
lauric acid or ester or extract of Serenoa repens or zinc or selenium for treating prostate 
hyperplasia and carcinoma. 
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Nutricia teaches silymarin (page 3, line 36), zinc (page 3, line 35), saw palmetto 
(page 3, line 42), selenium (page 3, line 42), lycopene (page 3, 51-52). Saw palmetto is 
Serenoa repens. Thus extract of Serrenoa repens is the same as saw palmetto extract. 

In addition, Nutricia teaches treatment of hyperproliferative cells (page 2, lines 6- 
7) and for prostate cancer (page 3, lines 5-6). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1 , 2 rejected under 35 U.S.C. 103(a) as being unpatentable over Chopra 
(see supra) in view of Gabetta et al. (US 4764508). 

Applicant's claim is drawn to a composition comprising of silymarin, lycopene, 
lauric acid or ester or extract of Serenoa repens or zinc or selenium, where silybin is 
complexed with phosphatidylcholine. 
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See Chopra above. However, Chopra does not teach using phospholipids. 

Gabetta et al. teaches silybin with phospholipids, specifically phosphatidylcholine 
(column 2, lines 46-50). The reference does teach that silybin's bioavailability is 
increased with phospholipids, a known absorption problem particular to silymarin (see 
column 3, lines 55-59). It would be obvious to complex silymarin with phospholipids to 
increase its adsorption. 

Based on this knowledge, a person of ordinary skill in the art would have had a 
reasonable expectation that formulating the composition taught by the references in the 
claimed forms would be successful. Therefore, an artisan of ordinary skill would have 
been motivated to formulating the composition taught by the reference in the forms 
claimed by applicant. It would be obvious to formulate a composition comprising of 
silymarin with phospholipids in order to increase absorption. Thus, a person of ordinary 
skill in the art would reasonably expect that silybin complexed with phosphatidylcholine 
could be used in the composition of the reference. 

Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over Chopra 
(see supra) in view of Gabetta et al. (US 4764508) as applied to claims 1-2 above, and 
further in view of Dietz et al. (US 20001/0046507 A1 ). 

Applicant's claim is drawn to lauric acid methyl or its zinc salt. 

Dietz et al. teaches pharmaceutical emulsions comprising of methyl laurate and 
lycopene (paragraph 0061 ). Since methyl laurate is a monoester that is suitable for oil 
components, it can be used as a solvent for lycopene, which is a carotene that is 
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hydrophobic. The artisan of ordinary skill would reasonably expect that these 
combinations could be beneficial in the composition taught by Chopra, Gabetta et al., 
and Dietz et al. 

Claim 1 and 4 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Chopra (see supra) and Spallholz et al. (US 2003/0083383 A1). 

See Chopra discussion above. However, Chopra does not teach particularly 
methylselenocysteine. 

Spallholz et al. teaches methylselenocysteine as a nutriceutical. 
Methylselenocysteine has been found to be less toxic to normal cells and more toxic to 
cancer cells than other forms of selenium (paragraph 0019). 

Based on this knowledge, a person of ordinary skill in the art would have had a 
reasonable expectation that formulating the composition taught by the references in the 
claimed forms would be successful to treat hyperplasia and cancer. Therefore, an 
artisan of ordinary skill would have been motivated to formulating the composition 
taught by the reference in the forms claimed by applicant. It would be obvious to 
formulate a composition comprising of methylselenocysteine with other prostate 
treatment compositions in order to target prostate hyperplasia and cancer cells. Thus, a 
person of ordinary skill in the art would reasonably expect that methylselenocysteine 
with the other compounds could be used in the composition of the reference. 
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Claims 1 , 5, and 6 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Chopra (see supra) as applied to claim 1 above, and in view of Spallholz et al. (see 
supra), Corson et al. (see supra), Gabetta et al (see supra), Nutricia (see supra), and 
Kolodziej et al. (US 2003/0064039 A1). 

Applicant's claim is drawn to 100 mg to 1 g of silybin or silymarin or their 
complexes with phospholipids; 2 to 30 mg of lycopene; 20 to 80 mg of lauric acid or 
ester of salts thereof; 8 to 16 mg of zinc; 5 to 20 ug of methylselenocysteine. 

Applicant's claim is drawn to 160 mg of silybin complexed with 
phosphatidylcholine; 7.5 mg of lycopene; 22 mg of zinc laurate; 12 ug of 
methylselenocysteine. 

See Chopra discussion above. However, Chopra does not teach, phospholipids, 
methylselenocysteine, and the different concentrations of the compounds. 

Spallholz et al. teaches a dose of 300 ug or less of methylselenocysteine 
(paragraph 0021 ). This dosage range would include the claimed range for 
methylselenocysteine. 

Corson et al. teaches milk thistle or silymarin or active compounds of silymarin, 
such as silybin, at a total dose range of 5 mg to 10 g (column 7, lines 30-35). This 
dosage range would include the claimed range for silymarin or silybin or equivalent 
complexes. 

Gabetta et al. teaches silybin with phospholipids, specifically 
phosphatidylcholine, at concentrations at 65.8 mg, 520 mg, 658 mg (column 4, lines 44- 
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45; column 7, line 380). It would be obvious to include the dose claimed by the 
applicant for silybin complexed with phosphatidylcholine. 

Nutricia teaches lyocpene at 2 mg, 5 mg, 15 mg, 20 mg, 40 mg (page 9, lines 5, 
34; page 1 0, lines 5,11, 33; page 1 1 . line 1 3). This dosage range would include the 
claimed range for lycopene. 

Nutricia teaches zinc at 9 mg, 15 mg, 18 mg (page 9, lines 16, 49; page 10, line 
38). This dosage range would include the claimed range for zinc. 

Kolodziej et al. teaches zinc laurate can be used at 0 to 90% by weight 
(paragraph 0048). The claimed 22 mg in a total of about 190 mg is about 11% by 
weight; therefore, it is included in the percentage range for zinc laurate. 

The references also do not specifically teach adding the ingredients in the 
amounts claimed by applicant. The amount of a specific ingredient in a composition is 
clearly a result effective parameter that a person of ordinary skill in the art would 
routinely optimize. "[W]here the general conditions of a claim are disclosed in the prior 
art, it is not inventive to discover the optimum or workable ranges by routine 
experimentation." In re Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). 
Thus, optimization of general conditions is a routine practice that would be obvious for a 
person of ordinary skill in the art to employ. It would have been customary for an 
artisan of ordinary skill to determine the optimal amount of each ingredient to add in 
order to best achieve the desired results. Thus, absent some demonstration of 
unexpected results from the claimed parameters, this optimization of ingredient amount 
would have been obvious at the time of applicant's invention. 
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Conclusion 



No claim is allowed. 
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